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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 01 December 2003 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 3,5,6, 12-16 and 24-41 is/are pending in the application. 

4a) Of the above claim(s) 32-41 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) 3,5,6, 12-16 and 24-31 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) £3 The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )K The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)Q Some * c)IEI None of: , 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Election/Restrictions 



In the response filed December 1, 2003, Applicant elected Species F (Figures 6A 
to 6C) for prosecution. The Applicant stated that all the pending claims are readable on 
the elected invention. However, the Examiner concluded that claims 32-41 should have 
been indicated as withdrawn because they are clearly drawn to an external stent. The 
elected species is clearly an internal stent; see page 7, lines 17-19. Therefore, claims 
32-41 have been withdrawn from further consideration pursuant to 37 CFR 1.142(b), as 
being drawn to a nonelected species, there being no allowable generic or linking claim. 
Election was made without traverse in Paper No.7 filed December 1 , 2003. 



The declaration filed September 14, 2001 is defective because it has no box X'ed 
under the phrase "the specification of which" so it is unclear where the specification was 
obtained. 



The copy of the certified priority document is not present in this national stage file 
so the file is considered incomplete in that regard. Applicant is respectfully requested to 
provide a photocopy of the official certified copy on file with the International Bureau. 



The disclosure is objected to because of the following informalities: 
There is no brief description of Figures 8 to 12 on page 5 of the specification. A 
brief description of all the drawings is required; see Rule 74. 
Appropriate correction is required. 



Oath/Declaration 



Priority Document 



Specification 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi y 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 3, 5, 24, and 26 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1 and 3 of U.S. 
Patent No. 6,554,856. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the present claims are broader in scope 
than the patented claims but are read on by the patented claims. Therefore, the 
Examiner asserts that the present claims are clearly obvious over the patented claims. 



Claim Rejections Based Upon Prior Art 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 



(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 3, 5, 24, and 25 are rejected under 35 U.S.C. 102(b) as anticipated by 
Caro (WO 95/09585) or, in the alternative, under 35 U.S.C. 103(a) as obvious over Caro 
(WO 95/09585) alone. Caro anticipates the claim language where the stent with 
supporting part as claimed is met by the shaped vascular prosthesis that includes "a 
stent or other structural support of plastic, metal or other material"; see the abstract and 
page 5, line 28 to page 6, line 10. This shaped tube of Caro especially with a metal 
stent therein would inherently impose a shape on a vessel it is inserted into because it 
is designed to be rigid enough to prevent kinking or collapse. The tube of Figure 5 or at 
least that of Figures 7 and 8 can be inserted into a vein or artery and would presumably 
not collapse of kink therein because that would make it inoperable; see page 6, lines 
24-30. 

Alternatively, one reading Caro may come the conclusion that Caro fails to meet 
the shape imposition requirement as claimed. However, Fischell teaches that it was 
known to make stent which support and impose a shape on blood vessels; see column 
1, lines 29-57. Therefore, it is the Examiner's position that it would have been obvious 
to use Fischell as the stent of Caro because Fischell is designed to support and prevent 
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the collapse of blood vessels. For this reason, one would be motivated to use it as the 
means to prevent collapse of kinking of the vascular graft of Caro. 

Regarding claim 25 specifically, the tube of Caro is shaped but can be subject to 
collapse of kinking if not supported. Therefore, it the Examiner's position that flexing to 
some extent is inherent in Caro because it is made with a material that may kink or 
collapse without support. Furthermore, virtually all materials have at least some slight 
elastic deformation properties. 

Claims 6 and 26-30 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Caro (WO 95/09585) in view of Fischell et al (US 5,697,971). Caro meets the 
claim language as set forth above but fails to disclose the type of stent claimed. 
However, Fischell teaches that the claimed stent was known to the art; see Figure 2 and 
Column 2, line 37 to Column 3, line 22. Therefore, it is the Examiner's position that it 
would have been obvious to use the Fischell stent as the stent of Caro because it would 
provide a means to prevent collapse and kinking as is the desire of Caro. 

Regarding claim 26, the stainless steel of Fischell is an alloy of iron and 
chromium. It has shape memory in that it retains the shape it is expanded to ;see 
column 2, lines 36-46. 

Regarding claims 28-30, the links as claimed are met by elements (16) of 
Fischell. 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Caro 
and Fischell as applied to claims 6 and 26-30 above, and further in view of Wolff (US 
5,104,404). Caro as modified by Fischell has a stent with wave-shaped links but lacks 
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the coil structure as claimed. However, Wolff teaches that it was known to make links 
with coil shapes; see Figure 3. Therefore, it would have been obvious to form the links 
of Caro as modified by Fischell into a coil form for the same reason as Wolff and since 
such coils would result in a great deal of flexibility between the "rings." 

Claims 12-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Caro and Fischell as applied to claims 3, 5, 24, and 25 above, and further in view of 
Schwartz et al (6,01 5,387). Caro fails to disclose the monitoring device as claimed. 
However, Schwartz teaches that such devices were known to the art at the time of the 
invention; see the abstract and figures Therefore, it would have been obvious to include 
a monitoring device in the Caro device for the same reasons that Schwartz uses the 
same and in order to monitor the blood to see if the swirl flow desired is occurring. 

With regard to claims 14 and 15, the Schwartz sensor is electrically connected to 
the power supply and it electromagnetically transmits a signal to a remote monitor which 
must have a power supply and recording means to function. This is necessary because 
the monitor performs a calculation and displays a result; see column 2, lines 25-36. The 
monitor of Schwartz also uses ultrasound to detect blood flow; see supra 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 

applicant's disclosure. 

Applicant should specifically point out the support for any amendments made to 
the disclosure, including the claims (MPEP 714.02 and 2163.06). Due to the procedure 
outlined in MPEP 2163.06 for interpreting claims, it is noted that other art may be 
applicable under 35 USC 102 of 35 USC 103(a) once the aforementioned issue(s) is/are 
addressed. 
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Applicant is respectfully requested to provide a list of all copending applications 
that set forth similar subject matter to the present claims. A copy of such copending 
claims is respectfully requested in response to this Office action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul Prebilic whose telephone number is (703) 308- 
2905. The examiner can normally be reached on Monday-Thursday from 6:30 AM to 
5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott, can be reached on (703) 308-21 1 1 . The fax phone 
number for this Technology Center is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to the Technology Center 3700 receptionist whose telephone number is 
(703) 308-0858. 




Paul Prebilic 
Primary Examiner 
Art Unit 3738 



